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ANNEX XVII

RESTRICTIONS ON THE MANUFACTURE, PLACING ON THE MARKET AND USE OF CERTAIN
DANGEROUS SUBSTANCES, PREPARATIONS AND ARTICLES

Designation of the substance, of the groups of substances or of
the preparation

Conditions of restriction

1. Polychlorinated terphenyls (PCTs)
— Preparations, including waste oils, with a PCT
content higher than 0,005 % by weight.

1. Shall not be used. However, the following use of
equipment, installations and fluids which were in service
on 30 June 1986 shall continue to be permitted until they
are disposed of or reach the end of their service life:

(@) closed-system electrical equipment transformers, resis-
tors and inductors;

(b) large condensers (= 1 kg total weight);
(¢) small condensers;

(d) heat-transmitting fluids in closed-circuit heat-transter
installations;

(e) hydraulic fluids for underground mining equipment.

2. The Member State may, for reasons of protection of
human health and the environment, prohibit the use of
equipment, installations and fluids covered by paragraph 1
before they are disposed of or reach the end of their service
life.

3. The placing on the second-hand market of equipment,
plant and fluids covered by paragraph 1 which are not
intended for disposal shall be prohibited.

4. Where the Member State considers that it is not
possible for technical reasons to use substitute articles, it
may permit the use of PCTs and preparations thereof where
the latter are solely intended, in the normal conditions of
maintenance of equipment, to supplement the level of
liquids containing PCTs in properly functioning existing
installations purchased before 1 October 1985.

5. The Member State may, provided prior notification
stating the reasons is sent to the Commission, grant der()g;l-
tions from the ban on the placing on the market and use
of primary and intermediate substances or preparations, in
so far as they consider that these derogations have no dele-
terious effects on human health and the environment.

6.  Without prejudice to the implementation of other
Community provisions relating to the labelling of
dangerous substances and preparations, equipment and
installations containing PCTs must also display instructions
concerning the disposal of PCTs and the maintenance and
use of equipment and installations containing them. These
instructions must be capable of being read horizontally
when the object containing the PCTs is installed in the
normal way. The inscription must stand out clearly from its
background and shall be in a language which is understood
in the territory where it is being used.
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Designation of the substance, of the groups of substances or of
the preparation

Conditions of restriction

w1

Chloro-1-ethylene (monomer vinyl chloride)
CAS No 75-01-4
EINECS No 200-831-0

Liquid substances or preparations, which are regarded
as dangerous according to the definitions in Council
Directive 67/548/EEC and Directive 1999/45/EC.

Tris (2,3 dibromopropyl) phosphate
CAS No 126-72-7

Benzene
CAS No 71-43-2
EINECS No 200-753-785

Shall not be used as aerosol propellant for any use.

1. Shall not be used in:

— ornamental objects, intended to produce light or colour
effects by means of different phases, for example in
ornamental lamps and ashtrays,

— tricks and jokes,

— games for one or more participants, or any object
intended to be used as such, even with ornamental
aspects.

2. Without prejudice to paragraph 1, substances and
preparations which:

— present an aspiration hazard and are labelled with R65,
and

— can be used as fuel in decorative lamps, and

— are placed on the market in packaging of a capacity of
15 litres or less,

shall not contain a colouring agent, unless required for
fiscal reasons, or perfume or both.

3. Without prejudice to the implementation of other
Community provisions relating to the classification, packa-
ging and labelling of dangerous substances and prepara-
tions, the packaging of substances and preparations covered
by paragraph 2, where intended for use in lamps, must be
marked legibly and indelibly as follows:

Keep lamps filled with this liquid out of the reach of chil-
dren’.

Shall not be used in textile articles, such as garments,
undergarments and linen, intended to come into contact
with the skin.

1. Not permitted in toys or parts of toys as placed on
the market where the concentration of benzene in the free
state is in excess of 5 mgfkg of the weight of the toy or
part of toy.

2. Shall not be used in concentrations equal to, or
greater than, 0,1 % by mass in substances or preparations
placed on the market.

3. However, paragraph 2 shall not apply to:
(a) motor fuels which are covered by Directive 98/70/EC;

(b) substances and preparations for use in industrial
processes not allowing for the emission of benzene in
quantities in excess of those laid down in existing legis-
lation;

(c) waste covered by Council Directive 91/689/EEC of
12 December 1991 on hazardous waste (!} and Direc-
tive 2006/12/EC.
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Designation of the substance, of the groups of substances or of

) Conditions of restriction
the preparation

6. Asbestos fibres 1. The placing on the market and use of these fibres and

{a) Crocidolite of articles containing these fibres added intentionally shall
CAS No 12001-28-4 be prohibited,

(b) Amosite However, Member States may except the placing on the

CAS No 12172-73-5 market and use of diaphragms containing chrysotile (point

() Anthophyllite (f)) for existing electrolysis installations until they reach the

CAS No /77336-67-5 end of their service life, or untl suitable asbestos-free

ol substitutes become available, whichever is the sooner. The
Actinolite Commission will review this derogation before 1 January
CAS No 77536-606-4 2008.
Tremolite
CAS No 77536-68-6
(f) Chrysotile (?) 2. The use of articles containing asbestos fibres referred
CAS No 12001-29-5 to in paragraph 1 which were already installed andfor in
service before 1 January 2005 shall continue to be
CAS No 132207-32-0 permitted until they are disposed of or reach the end of
their service life. However, Member States may, for reasons
of protection of human health, prohibit the use of such
articles before they are disposed of or reach the end of their
service life.

(d

(e

Member States shall not permit the introduction of new
applications for chrysotile asbestos on their territories.

3. Without prejudice to the application of other Com-
munity provisions on the classification, packaging and
labelling of dangerous substances and preparations, the
placing on the market and use of these fibres and of articles
containing these fibres, as permitted according to the
preceding derogations, shall be permitted only if the articles
bear a label in accordance with the provisions of Appendix
7 to this Annex.

7. Tris(aziridinyl)phosphinoxide Shall not be used in textile articles, such as garments,
CAS No 5455-55-1 undergarments and linen, intended to come into contact
with the skin.

8. Polybromobiphenyls; Polybrominatedbiphenyls (PBB)
CAS No 59536-65-1

9. Soap bark powder (Quillaja saponaria) and its deriva- | 1. Shall not be used in jokes and hoaxes or in objects
tives containing saponines intended to be used as such, for instance as a constituent of

A A o sneezing powder and stink bombs.
Powder of the roots of Helleborus viridis and

Helleborus niger 2. However, paragraph 1 does not apply to stink bombs

Powder of the roots of Veratrum album and | containing not more than 1,5 ml of liquid.
Veratrum nigrum

Benzidine and|or its derivatives
CAS No 92-87-5

EINECS No 202-199-1
o-Nitrobenzaldehyde

CAS No 552-89-6

Wood powder

10. Ammonium sulphide
CAS No 12135-76-1
Ammonium hydrogen sulphide
CAS No 12124-99-1
Ammonium polysulphide
CAS No 9080-17-5
EINECS No 232-989-1
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the preparation
11. Volatile esters of bromoacetic acids:
Methyl bromoacetate
CAS No 96-32-2
EINECS No 202-499-2
Ethyl bromoacetate
CAS No 105-36-2
EINECS No 203-290-9
Propyl bromoacetate
CAS No 35223-80-4
Butyl bromoacetate
12. 2-Naphthylamine 1. Shall not be used in concentrations equal to or
CAS No 91-59-8 greater than 0,1 % by weight in substances and prepara-
EINECS No 202-080-4 tions placed on the market.
and its salts However, this provision shall not apply to waste containing
13. Benzidine one or more of these substances and covered by Directives
CAS No 92-87-5 91/689/EEC and 2006/12/EC.
EINECS No 202-199-1
and its salts
14. 4-Nitrobiphenyl
4 2-93-3 2. uch substances and preparations shall not be sold to
CAS No 92-93-3 b Such sub 1 prep hall b 1d
EINECS No 202-204-7 the general public.
15. 4-Aminobiphenyl xenylamine
CAS No 92-67-1
EINFCS No 202-177-1 3 Without prejudice to the application of other Com-
and its salts munity provisions on the classification, packaging and
labelling of dangerous substances and preparations, the
packaging of such preparations shall be legible and indel-
ibly marked as follows:
‘Restricted to professional users’.
16. Lead carbons: Shall not be used as substances and a constituent of
(a) Neutral anhydrous carbonate (PbCO,) preparations intended for use as paints, except for the
coc restoration and maintenance of works of art and historic
CAS No 598-63-0 1 L . .
) buildings and their interiors, where Member States wish to
EINECS No 209-943-4 permit this on their territory, in accordance with the provi-
(b) Trilead-bis(carbonate)-dihydroxide sions of ILO Convention 13 on the use of white lead and
(OH), sulphates of lead in paint.
CAS No 1319-46-6
EINECS No 215-290-6
17. Lead sulphates
(a) PbSO, (1:1)
CAS No 7446-14-2
EINECS No 231-198-9
(b) Pb, SO,
CAS No 15739-80-7
EINECS No 239-831-0
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Designation of the substance, of the groups of substances or of

) Conditions of restriction
the preparation

18. Mercury compounds 1. Shall not be used as substances and constituents of
preparations intended for use:

(a) to prevent the fouling by micro-organisms, plants or
animals of:

— the hulls of boats,

— cages, floats, nets and any other appliances or
equipment used for fish or shellfish farming,

— any totally or partly submerged appliances or equip-
ment;

(b) in the preservation of wood;

(c) in the impregnation of heavy-duty industrial textiles
and yarn intended for their manufacture;

(d) in the treatment of industrial waters, irrespective of
their use.

2. The placing on the market of batteries and accumula-
tors, containing more than 0,0005 % of mercury by
weight, including in those cases where these batteries and
accumulators are incorporated into appliances shall be
prohibited. Button cells and batteries composed of button
cells with a mercury content of no more than 2 % by
weight shall be exempted from this prohibition.

19. Arsenic compounds 1. Shall not be used as substances and constituents of
preparations intended for use:

(a

to prevent the fouling by micro-organisms, plants or
animals of:

— the hulls of boats,

— cages, floats, nets and any other appliances or
equipment used for fish or shellfish farming,

— any totally or partly submerged appliances or equip-
ment;

(b) in the preservation of wood. Furthermore, wood so
treated shall not be placed on the market;

(c) however, by way of derogation:

() Relating to the substances and preparations in the
preservation of wood: these may only be used in
industrial installations using vacuum or pressure to
impregnate wood if they are solutions of inorganic
compounds of the copper, chromium, arsenic
(CCA) type C. Wood so treated shall not be placed
on the market before fixation of the preservative is
completed.

(i) Relating to wood treated with CCA solutions in
industrial installations according to point (i): this
may be placed on the market for professional and
industrial use provided that the structural integrity
of the wood is required for human or livestock
safety and skin contact by the general public
during its service life is unlikely:
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; Conditions of restriction
the preparation

— as structural timber in public and agricultural
buildings, office buildings, and industrial
premises,

— in bridges and bridgework,

— as constructional timber in freshwater areas
and brackish waters e.g. jetties and bridges,

— as noise barriers,

— in avalanche control,

— in highway safety fencing and barriers,

— as debarked round conifer livestock fence posts,
— in earth retaining structures,

— as electric power transmission and telecommu-
nications pt)les,

— as underground railway sleepers.

Without prejudice to the application of other Com-
munity provisions on the classification, packaging
and labelling of dangerous substances and prepara-
tions, all treated wood placed on the market shall
be individually labelled ‘For professional and indus-
trial installation and use only, contains arsenic’. In
addition, all wood placed on the market in packs
shall also bear a label stating "Wear gloves when
handling this wood. Wear a dust mask and eye
protection when cutting or otherwise crafting this
wood. Waste from this wood shall be treated as
hazardous by an authorised undertaking’.

(it} Treated wood referred to under points (i) and (ii)

shall not be used:

— in residential or domestic constructions, what-
ever the purpose,

— in any application where there is a risk of
repeated skin contact,

— in marine waters,

— for agricultural purposes other than for live-
stock fence posts and structural uses in accord-
ance with point (ii),

— in any application where the treated wood may
come into contact with intermediate or finished
products intended for human andfor animal
consumption.

2. Shall not be used as substances and constituents of
preparations intended for use in the treatment of industrial
waters, irrespective of their use.
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the preparation

Conditions of restriction

20. Organostannic u)mp()unds

21. Di-p-oxo-di-n-butylstanniohydroxyborane

hydrogen borate C;H,,BO,S, (DBB)
CAS No 75113-37-0
ELINCS No 401-040-5

22

Pentachlorophenol
CAS No 87-86-5
EINECS No 201-778-6
and its salts and esters

1. Shall not be placed on the market for use as
substances and constituents of preparations when acting as
biocides in free association paint.

2. Shall not be placed on the market or used as
substances and constituents of preparations which act as
biocides to prevent the fouling by micro-organisms, plants
or animals of:

(@) all craft irrespective of their length intended for use in
marine, coastal, estuarine and inland waterways and

lakes;

Ca

cages, floats, nets and any other appliances or equip-
ment used for fish or shellfish farming;

=

any totally or partly submerged appliance or equip-
ment.

3. hall not be used as substances and constituents of
3. Shall not b i bst 1 tituents of
preparations intended for use in the treatment of industrial
waters.

Shall be prohibited in a concentration equal to or greater
than 0,1 % in substances and constituents of preparations
placed on the market. However, this provision shall not
apply to this substance (DBB) or preparations containing it
if these are intended solely for conversion into finished arti-
cles, among which this substance will no longer feature in a
concentration equal to or greater than 0,1 %.

1. Shall not be used in a concentration equal to or
greater than 0,1 % by mass in substances or preparations
placed on the market.

2. Transitional provisions:

By way of derogation until 31 December 2008 France,
Ireland, Portugal, Spain and the United Kingdom may chose
not to apply this provision to substances and preparations
intended for use in industrial installations not permitting
the emission andfor discharge of pentachlorophenol (PCP)
in quantities greater than those prescribed by existing legis-
lation:

(a) in the treatment of wood.

However, treated wood shall not be used:

— inside buildings whether for decorative purposes or
not, whatever their purpose (residence, employ-
ment, leisure),

— for the manufacture and re-treatment of:

(i) containers intended for growing purposes;

(i) packaging that may come into contact with
raw materials, intermediate or finished products
destined for human and/or animal consump-
tion;

(iii) other materials that may contaminate the
products mentioned in (i) and (ii);
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23, Cadmium
CAS No 7440-43-9
EINECS No 231-152-8

and its compounds

(b) in the impregnation of fibres and heavy-duty textiles
not intended in any case for clothing or for decorative
furnishings;

(c) by way of special exception, Member States may on a
case-by-case basis, permit on their territory specialised
professionals to carry out in situ and for buildings of
cultural, artistic and historical interest, or in emergen-
cies, a remedial treatment of timber and masonry
infected by dry rot fungus (Serpula lacrymans) and cubic
rot fungi.

In any case:

(a) Pentachlorophenol used alone or as a component of
preparations employed within the framework of the
above exceptions must have a total hexachlorodibenzo-
paradioxin (HCDD) content of not more than two parts
per million (ppm);

(b) these substances and preparations shall not:

— be placed on the market except in packages of 20
litres or more;

— be sold to the general public.

3. Without prejudice to the implementation of other
Community provisions concerning the classification, packa-
ging and labelling of dangerous substances and prepara-
tions, the packaging of substances and preparations covered
by paragraphs 1 and 2 shall be marked clearly and indel-

ibly:

‘Reserved for industrial and professional use’.
This provision shall not apply to waste covered by Direc-
tives 91/689/EEC and 2006/12/EC.

1. Shall not be used to give colour to finished articles
manufactured from the substances and preparations listed
below:

(a) — polyvinyl chloride (PVC) [3904 10] [3904 21]
[3904 22] ().

— polyurethane (PUR) [3909 50] (%),

— low-density polyethylene (Id PE), with the exception
of low-density polyethylene used for the production

of coloured masterbatch [3901 10] (3),

— cellulose acetate (CA) [3912 11] [3912 12] (%),

— cellulose acetate butyrate (CAB) [3912 11] [3912
12] (%),

— epoxy resins [3907 30] (%),

— melamine — formaldehyde (MF) resins [3909 20]
),

— urea — formaldehyde (UF) resins [3909 10] (%),

— unsaturated polyesters (UP) [3907 91] (%),

— polyethylene terephthalate (PET) [3907 60] (%),

— polybutylene terephthalate (PBT) (%),

— transparent/general-purpose polystyrene [3903 11]
[3903 19] {3,

— acrylonitrile methylmethacrylate (AMMA) (3),

— cross-linked polyethylene (VPE) (%),

— high-impact polystyrene (%),

— polypropylene (PP) [3902 10] (%);
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(b) paints [3208] [3209] (3).
However, if the paints have a high zinc content, their
residual concentration of cadmium shall be as low as
possible and shall at all events not exceed 0,1 % by
mass.

In any case, whatever their use or intended final purpose,

finished articles or components of articles manufactured

from the substances and preparations listed above coloured

with cadmium shall not be placed on the market if their

cadmium content (expressed as Cd metal) exceeds 0,01 %

by mass of the plastic material.

2. However, paragraph 1 does not apply to articles to be

coloured for safety reasons.

3. Shall not be used to stabilise the finished articles

listed below manufactured from polymers or copolymers of

vinyl chloride:

— packaging materials (bags, containers, bottles, lids)
[3923 29 10] [3920 41] [3920 42] (),

— office or school supplies [3926 10] (%),

— fittings for furniture, coachwork or the like [3926 30]
),

— articles of apparel and clothing accessories (including
gloves) [3926 20] (3),

— floor and wall coverings [3918 10] (%),

— impregnated, coated, covered or laminated textile
fabrics [5903 10] (3),

— imitation leather [4202] (3),

— gramophone records [8524 10] (%),

— tubes and pipes and their fittings [3917 23] (3),

— swing doors (?),

— vehicles for road transport (interior, exterior, under-
body) (%),

— coating of steel sheet used in construction or in
industry (%),

— insulation for electrical wiring (?).

In any case, whatever their use or intended final purpose,

the placing on the market of the above finished articles or

components of articles manufactured from polymers or

copolymers of vinyl chloride, stabilised by substances

containing cadmium shall be prohibited, if their cadmium

content (expressed as Cd metal) exceeds 0,01 % by mass of

the polymer.

4. However, paragraph 3 does not apply to finished arti-

cles using cadmium-based stabilisers for safety reasons.
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5. Within the meaning of this Regulation, ‘cadmium
plating’ means any deposit or coating of metallic cadmium
on a metallic surface.

Shall not be used for cadmium plating metallic articles or
components of the articles used in the sectorsfapplications
listed below:

(a) equipment and machinery for:

— food production [8210] [8417 20] [8419 81]
[8421 11] [8421 22] [8422] [8435] [8437]
[8438] [8476 11] (),

— agriculture [8419 31] [8424 81] [8432] [8433]
[8434] [8436] (%),

— cooling and freezing [8418] (%),

— printing and book-binding [8440] [8442] [8443]
C):

Cx

equipment and machinery for the production of:

— household goods [7321] [8421 12] [8450] [8509]
[8516] (%),

— furniture [8465] [8466] [9401] [9402] [9403]
[9404] (3),

— sanitary ware [7324] (%),

— central heating and air conditioning plant [7322]
[8403] [8404] [8415] ().

In any case, whatever their use or intended final purpose,
the placing on the market of cadmium-plated articles or
components of such articles used in the sectorsfapplications
listed in points (a) and (b) above and of articles manufac-
tured in the sectors listed in point (b) above shall be

prohibited.

6.  The provisions referred to in paragraph 5 are also
applicable to cadmium-plated articles or components of
such articles when used in the sectorsfapplications listed in
points (a) and (b) below and to articles manufactured in the
sectors listed in (b) below:

(a) equipment and machinery for the production of:

— paper and board [8419 32] [8439] [8441] (%),

— textiles and clothing [8444] [8445] [8447] [8448]
[8449] [8451] [8452] (3);

=

equipment and machinery for the production of:

— industrial handling equipment and machinery
[8425] [8426] [8427] [8428] [8429] [8430]
[8431] (),

— road and agricultural vehicles [chapter 87] (),

— rolling stock [chapter 86] (%),

— vessels [chapter 89] (%).
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Conditions of restriction

24

26.

27.

. Monomethyl — tetrachlorodiphenyl methane
Trade name: Ugilec 141
CAS No 76253-60-6

. Monomethyl-dichloro-diphenyl methane
Trade name: Ugilec 121, Ugilec 21;
CAS No — unknown

Monomethyl-dibromo-diphenyl methane bromoben-
zylbromotoluene, mixture of isomers

Trade name: DBBT
CAS No 99688-47-8

Nickel
CAS No 7440-02-0
EINECS No 231-111-4

and its compounds

7. However, the restrictions in paragraphs 5 and 6 do
not apply to:

— articles and components of the articles used in the aero-
nautical, aerospace, mining, offshore and nuclear
sectors whose applications require high safety standards
and in safety devices in road and agricultural vehicles,
rolling stock and vessels,

— electrical contacts in any sector of use, on account of
the reliability required of the apparatus on which they
are installed.

Owing to the development of knowledge and techniques in

respect of substitutes less dangerous than cadmium and its

compounds, the Commission shall, in consultation with the

Member States, assess the situation at regular intervals in

accordance with the procedure laid down in Article 133(3)

of this Regulation.

1. The placing on the market and use of this substance

and of preparations and articles containing it shall be
prohibited.

2. By way of exception paragraph 1 shall not apply:

(@) in the case of plant and machinery already in service
on 18 June 1994 until such plant and machinery is
disposed of.

However, Member States may, on grounds of human
health protection and environmental protection,
prohibit within their territory the use of such plant or
machinery before it is disposed of;

=

in the case of the maintenance of plant and machinery
already in service within a Member State on 18 June
1994

3. The placing on the second-hand market of this
substance, preparations containing this substance and
plant/machinery containing this substance, shall be prohib-
ited.

The placing on the market and use of this substance and of
preparations and articles containing it shall be prohibited.

The placing on the market and use of this substance and of
preparations and articles containing it shall be prohibited.

1. Shall not be used:

(@) in all post assemblies which are inserted into pierced
ears and other pierced parts of the human body unless
the rate of nickel release from such post assemblies is
less than 0,2 pgfem?/week (migration limit);

(b) in articles intended to come into direct and prolonged
contact with the skin such as:

— earrings,

— necklaces, bracelets and chains, anklets, finger rings,
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28. Substances which appear in Annex [ to Directive
67/548/EEC classified as carcinogen category 1 or
carcinogen category 2 and labelled at least as “Toxic
(T)" with risk phrase R 45: May cause cancer’ or risk
phrase R49: ‘May cause cancer by inhalation’, and
listed as follows:

Carcinogen category 1 listed in Appendix 1.

Carcinogen category 2 listed in Appendix 2.

29. Substances which appear in Annex | to Directive
67/548/EEC classified as mutagen category 1 or
mutagen category 2 and labelled with risk phrase R46:
‘May cause heritable genetic damage’, and listed as
follows:

Mutagen category 1 listed in Appendix 3.

Mutagen category 2 listed in Appendix 4.

30. Substances which appear in Annex [ to Directive
67/548/EEC classified as toxic to reproduction cate-
gory 1 or toxic to reproduction category 2 and
labelled with risk phrase R60: ‘May impair fertility’
andfor R61: ‘May cause harm to the unborn child’, and
listed as follows:

Toxic to reproduction category 1 listed in Appendix 5.

Toxic to reproduction category 2 listed in Appendix 6.

— wrist-watch cases, watch straps and tighteners,

— rivet buttons, tighteners, rivets, zippers and metal
marks, when these are used in garments,

— if the rate of nickel release from the parts of these
articles coming into direct and prolonged contact
with the skin is greater than 0,5 pgfem?jweek;

(c) in articles such as those listed in point (b) where these
have a non-nickel coating unless such coating is suffi-
cient to ensure that the rate of nickel release from those
parts of such articles coming into direct and prolonged
contact with the skin will not exceed 0,5 pg/em?fweek
for a period of at least two years of normal use of the
article.

2. Articles which are the subject of paragraph 1, shall
not be placed on the market unless they conform to the
requirements set out in those points.

3. The standards adopted by the European Committee
for Standardisation (CEN) shall be used as the test methods
for demonstrating the conformity of articles to paragraphs 1
and 2.

Without prejudice to the other parts of this Annex the
following shall apply to entries 28 to 30:

1. Shall not be used in substances and preparations
placed on the market for sale to the general public in indi-
vidual concentration equal to or greater than:

— either the relevant concentration specified in Annex [ to
Directive 67]548/EEC, or

— the relevant
1999/43/EC.

concentration  specified in Directive

Without prejudice to the implementation of other Com-
munity provisions relating to the classification, packaging
and labelling of dangerous substances and preparations, the
packaging of such substances and preparations must be
marked legibly and indelibly as follows:

‘Restricted to professional users’.

2. By way of derogation, paragraph 1 shall not apply to:
(a) medicinal or veterinary products as defined by Directive
2001/82/EC and Directive 2001/83/EC;
(b) cosmetic products as defined by Council Directive
76/768/EEC;
(¢) — motor fuels
98/70/EC,
— mineral oil products intended for use as fuel in
mobile or fixed combustion plants,

which are covered by Directive

— fuels sold in closed systems (e.g. liquid gas bottles);

(d

artists’ paints covered by Directive 1999/45/EC.
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the preparation

31. (a) creosote; wash oil 1. Shall not be used as substances or in preparations in
CAS No 8001-58-9 the treatment of wood. Furthermore, wood so treated shall
EINECS No 232-287-5 not be placed on the market.

(b) creosote oil; wash oil
CAS No 61789-28-4
EINECS No 263-047-8

¢) distillates (coal tar), naphthalene oils; naphthalene | . .
( h ( P P 2. However by way of derogation:

oil

CAS No 84650-04-4 (a) relating to the substances and preparations: these may

EINECS No 283-484-8 be used for wood treatment in industrial installations
(d) creosote oil, acenaphthene fraction; wash oil or by professionals covered by Community legislation

CAS No 90640-84-9 on the protection of workers for in situ retreatment

” only if they contain:
EINECS No 292-605-3 ‘ ’

(e) distillates (coal tar), upper; heavy anthracene oil (i) benzola]pyrene at a concentration of less than
CAS No 65996-91-0 0,005 % by mass;
EINECS No 266-026-1 (i) and water extractable phenols at a concentration of

(fy anthracene oil less than 3 % by mass.
CAS No 90640-80-5

EINECS No 292-602-7
(g) tar acids, coal, crude; crude phenols Such substances and preparations for use in wood treat-

CAS No 65996-85-2 ment in industrial installations or by professionals:

EINECS No 266-019-3
(h) creosote, wood

CAS No 8021-39-4

EINECS No 232-419-1 — shall not be sold to consumers.
(i) low temperature tar oil, alkaline; extract residues

(coal), low temperature coal tar alkaline

— may be placed on the market only in packaging of a
capacity equal to or greater than 20 litres,

CAS No 122384-78-5 Without prejudice to the application of other Com-
EINECS No 310-191-5 munity provisions on the classification, packaging and
labelling of dangerous substances and preparations, the
packaging of such substances and preparations shall be
legibly and indelibly marked as follows:

‘For use in industrial installations or professional treat-
ment only’.

=

relating to wood treated in industrial installations or by
professionals according to point (a) which is placed on
the market for the first time or retreated in situ: this is
permitted for professional and industrial use only, e.
g. on railways, in electric power transmission and tele-
communications, for fencing, for agricultural purposes
(e.g. stakes for tree support) and in harbours and water-
ways;

=

the prohibition in paragraph 1 on the placing on the
market shall not apply to wood which has been treated
with substances listed in entry 31(a) to (i) before
31 December 2002 and is placed on the second-hand
market for re-use.

3. However, treated wood referred to under paragraph 2
(b) and (c) shall not be used:

— inside buildings, whatever their purpose,

— in toys,
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32

33.

34.

36.

37.

38.

39.

40.

Chloroform

CAS No 67-66-3

EINECS No 200-663-8
Carbon tetrachloride-tetrachloromethane
CAS No 56-23-5

EINECS No 200-262-8
1,1,2 Trichloroethane
CAS No 79-00-5
EINECS No 201-166-9

. 1,1,2,2 Tetrachloroethane
CAS No 79-34-5
EINECS No 201-197-8
1,1,1,2 Tetrachloroethane
CAS No 630-20-6
Pentachloroethane

CAS No 76-01-7
EINECS No 200-925-1
1,1 Dichloroethylene
CAS No 75-35-4
EINECS No 200-864-0
1,1,1 Trichloroethane, methyl chloroform
CAS No 71-55-6
EINECS No 200-756-3

Substances meeting the criteria of flammability in
Directive 67(548/EEC and classified as flammable,
highly flammable or extremely flammable regardless
of whether they appear in Annex [ to that Directive or
not.

in playgrounds,

in parks, gardens, and outdoor recreational and leisure
facilities where there is a risk of frequent skin contact,

in the manufacture of garden furniture such as picnic
tables,

for the manufacture and use and any re-treatment of:
— containers intended for growing purposes,

— packaging that may come into contact with raw
materials, intermediate or finished products destined
for human and/or animal consumption,

— other materials which may contaminate the articles
mentioned above.

1. Shall not be used in concentrations equal to or
greater than 0,1 % by weight in substances and prepara-
tions placed on the market for sale to the general public
and/or in diffusive applications such as in surface cleaning
and cleaning of fabrics.

2. Without prejudice to the application of other Com-
munity provisions on the classification, packaging and
labelling of dangerous substances and preparations, the
packaging of such substances and preparations containing
them in concentrations equal to or greater than 0,1 % shall
be legible and indelibly marked as follows:

‘For use in industrial installations only’.

By way of derogation this provision shall not apply to:

(a) medicinal or veterinary products as defined by Directive
2001/82/EC and Directive 2001/83/EC;

(b) cosmetic products as defined by Directive 76/768/EEC.

1 Shall not be used on their own or in the form of
preparations in aerosol generators that are placed on the
market for the general public for entertainment and decora-
tive purposes such as the following:

— metallic glitter intended mainly for decoration,
artificial snow and frost,

‘whoopee’ cushions,

silly string aerosols,
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the preparation

Conditions of restriction

41. Hexachloroethane
CAS No 67-72-1
EINECS No 200-6664

42. Alkanes, C4-Cy;, chloro (short-chain chlorinated paraf-
fins) (SCCPs)
EINECS No 287-476-5

43. Azocolourants

— imitation excrement,

— horn for parties,

— decorative flakes and foams,
— artificial cobwebs,

— stink bombs,

— elc.

2. Without prejudice to the application of other Com-
munity provisions on the classification, packaging and
labelling of dangerous substances, the following words
must appear legibly and indelibly on the packaging of
aerosol generators referred to above:

‘For professional users only".

3. By way of derogation, paragraphs 1 and 2 shall not
apply to the aerosol generators referred to in Article 9a of
Council Directive 75/324/EEC of 20 May 1975 on the
approximation of the laws of the Member States relating to
aerosol dispensers (¥).

4. The articles referred to in paragraphs 1 and 2 shall
not be placed on the market unless they conform to the
requirements indicated.

Shall not be used in the manufacturing or processing of
non-ferrous metals.

Shall not be placed on the market for use as substances or
as constituents of other substances or preparations in
concentrations higher than 1 %:

— in metalworking,
— for fat liquoring of leather.

1. Azodyes which, by reductive cleavage of one or more
azo groups, may release one or more of the aromatic
amines listed in Appendix 8, in detectable concentrations, 1.
e. above 30 ppm in the finished articles or in the dyed
parts thereof, according to the testing methods listed in
Appendix 10, shall not be used in textile and leather arti-
cles which may come into direct and prolonged contact
with the human skin or oral cavity, such as:

— clothing, bedding, towels, hairpieces, wigs, hats, nappies

and other sanitary items, sleeping bags,

— footwear, gloves, wristwatch straps, handbags, purses|
wallets, briefcases, chair covers, purses worn round the
neck,

— textile or leather toys and toys which include textile or
leather garments,
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Conditions of restriction

44

45

40.

. Diphenylether, pentabromo derivative C ,H;Br;O

. Diphenylether, octabromo derivative C,H,Br,O

(a) Nonylphenol C;H,(OH)CH,,
(b) Nonylphenol ethoxylate (C,H,0),C,;H,,0

— yarn and fabrics intended for use by the final consumer.

2. Furthermore, the textile and leather articles referred
to in paragraph 1 above shall not be placed on the market
unless they conform to the requirements set out in that
paragraph.

3. Azodyes, which are contained in Appendix 9, ‘List of
azodyes', shall not be placed on the market or used for
colouring textile and leather articles as a substance or
constituent of preparations in concentrations higher than
0,1 % by mass.

4. The Commission shall, in the light of new scientific
knowledge, review the provisions on azocolourants.

1. Shall not be placed on the market or used as a
substance or as a constituent of preparations in concentra-
tions higher than 0,1 % by mass.

2. Articles may not be placed on the market if they, or

flame-retarded parts thereof, contain this substance in
concentrations higher than 0,1 % by mass.

1. Shall not be placed on the market or used as a
substance or as a constituent of substances or of prepara-
tions in concentrations higher than 0,1 % by mass.

2. Articles may not be placed on the market if they, or
flame-retardant parts thereof, contain this substance in
concentrations higher than 0,1 % by mass.

Shall not be placed on the market or used as a substance or
constituent of preparations in concentrations equal or
higher than 0,1 % by mass for the following purposes:

(1) industrial and institutional cleaning except:
— controlled closed dry cleaning systems where the
washing liquid is recycled or incinerated,
— cleaning systems with special treatment where the
washing liquid is recycled or incinerated;
(2) domestic cleaning;

(3

textiles and leather processing except:

— processing with no release into waste water,

— systems with special treatment where the process
water is pre-treated to remove the organic fraction
completely prior to biological waste water treat-
ment (degreasing of sheepskin);

(4) emulsifier in agricultural teat dips;

(5) metal working except:

the

— uses in controlled closed systems where

washing liquid is recycled or incinerated;
(6) manufacturing of pulp and paper;
(7) cosmetic pr()ducts:
(8) other personal care products except:
— spermicides;

(9) co-formulants in pesticides and biocides.
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Designation of the substance, of the groups of substances or of

the preparation

Conditions of restriction

47. Cement

48. Toluene
CAS No 108-88-3

49. Trichlorobenzene
CAS No 120-82-1

50. Polycyclic-aromatic hydrocarbons (PAH)
1. Benzo(a)pyrene (BaP)
CAS No 50-32-8
2. Benzo(e)pyrene (BeP)
CAS No 192-97-2
3. Benzo(a)anthracene (BaA)
CAS No 56-55-3
4. Chrysen (CHR)
CAS No 218-01-9
. Benzo(b)fluoranthene (BbFA)
CAS No 205-99-2
6. Benzo(j)fluoranthene (BjFA)
CAS No 205-82-3
7. Benzo(k)fluoranthene (BKFA)
CAS No 207-08-9
8. Dibenzo(a, h)anthracene (DBAhA)
CAS No 53-70-3

\.n

1. Cement and cement-containing preparations shall not
be used or placed on the market, if they contain, when
hydrated, more than 0,0002 % soluble chromium VI of the
total dry weight of the cement.

2. If reducing agents are used, then without prejudice to
the application of other Community provisions on the clas-
sification, packaging and labelling of dangerous substances
and preparations, the packaging of cement or cement-
containing preparations shall be legibly and indelibly
marked with information on the packing date, as well as on
the storage conditions and the storage period appropriate
to maintaining the activity of the reducing agent and to
keeping the content of soluble chromium VI below the
limit indicated in paragraph 1.

3. By way of derogation, paragraphs 1 and 2 shall not
apply to the placing on the market for, and use in,
controlled closed and totally automated processes in which
cement and cement-containing preparations are handled
solely by machines and in which there is no possibility of
contact with the skin.

Shall not be placed on the market or used as a substance or
constituent of preparations in a concentration equal to or
higher than 0,1 % by mass in adhesives and spray paints
intended for sale to the general public.

Member States shall apply these measures from 15 June
2007.

Shall not be placed on the market or used as a substance or
constituent of preparations in a concentration equal to or
higher than 0,1 % by mass for all uses except:

— as an intermediate of synthesis, or

— as a process solvent in closed chemical applications for
chlorination reactions, or

— in the manufacture of 1,3,5 — trinitro — 2,4,6 — tria-
minobenzene (TATB).

Member States shall apply these measures from 15 June
2007.

1. Extender oils shall not be placed on the market and
used for the production of tyres or parts of tyres, if they
contain:

— more than 1 mg/kg BaP, or

— more than 10 mg/kg of the sum of all listed PAHs.
These limits are regarded as kept, if the polycyclic aromatics
(PCA) extract is less than 3 % by mass, as measured by the
Institute of Petroleum standard [P346: 1998 (Determin-
ation of PCA in unused lubricating base oils and asphaltene
free petroleum fractions — Dimethyl sulphoxide extraction
refractive index method), provided that compliance with
the limit values of BaP and of the listed PAHs, as well as
the correlation of the measured values with the PCA
extract, is controlled by the manufacturer or importer every
six months or after each major operational change, which-
ever is earlier.

AL aguim g ﬁwﬁfmmnamuaﬁfn agumﬁ{ 3

nanRwIN 1-17



MNenwatvauysal lasans mydavhaastayamaad-nyazidoy REACH

L 136/146

Official Journal of the European Union

29.5.2007

Designation of the substance, of the groups of substances or of
the preparation

Conditions of restriction

51

. The following phthalates {or other CAS- and EINECS

numbers covering the substance):
bis (2-ethylhexyl) phthalate (DEHP)
CAS No 117-81-7

Einecs No 204-211-0

dibutyl phthalate (DBP)

CAS No 84-74-2

Einecs No 201-557-4

benzyl butyl phthalate (BBP)

CAS No 85-68-7

Einecs No 201-622-7

. The following phthalates (or other CAS- and EINECS

numbers covering the substance):
di-isononyl’ phthalate (DINP)

CAS No 28553-12-0 and 68515-48-0
Einecs No 249-079-5 and 271-090-9
di-isodecyl’ phthalate (DIDP)

CAS No 26761-40-0 and 68515-49-1
Einecs No 247-977-1 and 271-091-4
di-n-octyl phthalate (DNOP)

CAS No 117-84-0

Einecs No 204-214-7

2. Furthermore, the tyres and treads for retreading
manufactured after 1 January 2010 may not be placed on
the market if they contain extender oils exceeding the limits
indicated in paragraph 1.

These limits are regarded as kept, if the vulcanised rubber
compounds do not exceed the limit of 0,35 % Bay protons
as measured and calculated by ISO 21461 (Rubber vulca-
nised — Determination of aromaticity of oil in vulcanised
rubber compounds).

3. By way of derogation, paragraph 2 shall not apply to
retreaded tyres if their tread does not contain extender oils
exceeding the limits referred to in paragraph 1.

4. Member States shall apply these measures from
1 January 2010.

Shall not be used as substances or as constituents of
preparations, at concentrations higher than 0,1 % by mass
of the plasticised material, in toys and childcare articles (5).
Toys and childcare articles containing these phthalates in a
concentration higher than 0,1 % by mass of the plasticised
material shall not be placed on the market.

The Commission shall re-evaluate, by 16 January 2010, the
measures provided for in relation to this point in the light
of new scientific information on such substances and their
substitutes, and if justified, these measures shall be modified
accordingly.

Shall not be used as substances or as constituents of
preparations, at concentrations higher than 0,1 % by mass
of the plasticised material, in toys and childcare articles (°)
which can be placed in the mouth by children.

Toys and childcare articles containing these phthalates in a
concentration higher than 0,1 % by mass of the plasticised
material shall not be placed on the market.

The Commission shall re-evaluate, by 16 January 2010, the
measures provided for in relation to this point in the light
of new scientific information on such substances and their
substitutes, and if justified, these measures shall be modified
accordingly.

OJ L 377, 31.12.1991, p. 20. Directive as last amended by Regulation (EC) No 166/2006 of the European Parliament and of the

Council (O] L 33, 4.2.2006, p. 1).
Chrysotile has two CAS Nos, confirmed by ECB.

Council Regulation (EEC) No 2658/87 of 23 July 1987 on the tariff and statistical nomenclature and on the Common Customs Tariff
(O] L 256, 7.9.1987). Regulation as last amended by Regulation (EC) No 426/2006 (O] L 79, 16.3.2006, p. 1).
OJ L 147, 9.6.1975, p. 40. Directive as last amended by Regulation (EC) No 807/2003 (O] L 122, 16.5.2003, p. 36).

For the purposes of this point ‘childcare article’ shall mean any product intended to facilitate sleep,

children or sucking on the part of children.

relaxation, hygiene, the feeding of
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THaaMTaUTNTIN 3 3% (19 - 21 &.9. 2551) @13zNTaUINUITZNOUGIE

’ZTWﬁ 1 REACH - General overview and management of data (mizﬁ"ﬁﬂuazmsu’%m‘sﬁ'ﬂmi
TONAANNGWN1Y REACH)
® Introduction to REACH (45 slide)
- Regulation of REACH
- Roles in the supply chain
®  Data requirements for REACH (55 slide)
- Source of information
®  Substance Information Exchange Forum (SIEF) — Role play/practical work (16 slide)

B Authorisation and control

29 2 Risk characterisations and The Chemical Safety Report (CSR) (5ﬂﬂm:ﬂ11mgm ag
sgwaNnylaaanadg1siai)
® Risk Assessment — Technical and regulatory background (40 slide)
- Risk analysis
- Assessment process
- Technical guidance document
®  Exposure (41 slide)
- Considering Exposure
- Exposure Scenarios
®  Chemical Safety Report Requirements under REACH (16 slide)
- Chemical safety Assessment (CSA)
- Preparation of Chemical Safety Report (CSR)
®  Practical use of EUSES - EUSES Introduction (7 slide)

®  Further testing and data gathering (22 slide)

411 3 Preparation of Safety Data Sheets (SDS) (M3ta3gatanastayannulasansansiadl
(SDS))
®  Safety Data Sheets (SDS) (35 slide)
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- Background information
- Regulatory requirements
- Preparation of Safety Data Sheets
- Writing Safety Data Sheets
® Data sources for preparation of SDS (42 slide)
- Sources of information
- Data quality evaluation

®  Globally Harmonised System (GHS) (17 slide)

asn 2: nsUialndanaaasnuN)uany REACH Wazuwin1en1siases Extended Safety

Data Sheet (eSDS) waz Exposure Scenario (ES)
1 aNTaUTNTIN 2 114 (18-19 .1, 2551) &1z TauINYITNaua e

it 1 Practical issues with REACH (n3U1ia IWaanadnaniunguang REACH)
®  Practicalities for EU supply (13 slide)
- Practicalities for EU supply
- Role of ECHA
- Local helpdesks
- European members state laws
®  Quality of data and testing (9 slide)
- Sources of information
- Use of published and estimated data
- Use of local non-GLP data
- Is GLP essential?
® In-house / local data (26 slide)
- Simple non-GLP studies that will need to be done by every-registrant
- Pre-SIEF
- Same substance?
- Equivalence testing?
- Examples: Dyes, Organic-metal catalysts, Oligomers
- Testing for SDS completion (EU and non-EU)
- Physical data
- Chemical properties
- Physical form
- Flammable

- pH
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Conclusions

®  SIEF activities and data sharing (33 slide)

After pre-registration

Assessing substance identity and reaching agreement

Assessment data

New shared testing

Cost of data sharing

Predicted No Effect Concentration (PNEC)
Derived No Effect Levels (DNEL)

Sources of data

Toxicokinetic assessment

Chemical Safety Assessment Robust Summary

Agreement of classification and labelling

®  Joint registration (18 slide)

Sharing of information

SIEF and Working with competitors

What are the benefits?

Consortia have problem

General Do’s and Don’ts of competition law
Trust

In summary

" After 2018..... (1 slide)

2% 2 : The Extended Safety Data Sheet (eSDS) and Exposure Scenario (ES) (W#21119019LA38N

Extended Safety Data Sheet LLaz Exposure Scenario)

®  The Extended Safety Data Sheets (eSDS) (30 slide)

Function of the SDS

The GHS SDS format

Basic formatting and content

Risk management measures library
SDS for specific uses?

Exposure scenario

Supply of SDSs

Writing SDSs

Use patterns relating to registration under REACH, the SDS and Exposure Scenario

REACH — SDS/CSR
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®  The Exposure Scenario (ES) (22 slide)
- Formatting
- What type of exposure?
- Content
- Industrial uses, Non-industrial professional, Domestic use
- When one must be provided
- Linking exposure scenarios to reality
- Predicted Environmental Concentration-PEC
- EUSES input
- Simple treat model
®  Hazard Endpoint (22 slide)
- Testing schemes
- Hazard input
- Test reports
- Physical data, Chemical properties, Toxicology
- Estimation of PNEC
- Estimation of DNEL / DMEL
- PBT/vPvB
®  Classification and GHS (27 slide)
- Classification under GHS in the EU
- Principles of EU scheme
- EU classification / labeling
- Principle of preparations
- What are mixtures / preparations
- GHS, details of GHS
- EU CLP regulation
- Use of data for classification
- Health hazard classes
- Environment classification

- GHS in practice
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Notes from REACH meeting 17 — 19 November, 2008

Follow three days of meetings with representatives of industry and the National Centre of
Excellent for Environmental and Hazardous Waste Management a few key areas were indentified to
assist Thai organisations work to high standards of product stewardship, with special consideration for
their export to the EU. Product Stewardship is defined in this context as working responsibly to

ensure suitable risk management in the manufacture, supply and use of chemicals.

These notes also include comments resulting from feedback received from ECHA and EU
industry following the end of the pre-registration period and the start of full REACH registration

activities.

EU REACH update

An update was given to representatives from industry and government groups reporting that
pre-registration had been ‘slow’ on the ECHA portal due to more substances being pre-registered than
planned. Over the last three weeks of November, almost as many pre-registrations had been made
as had already taken place before November 2008. Many of these were apparently large sets of bulk

up-loads.

It appears that many non-EU suppliers are using the Only Rep facility and at the same time,
many EU importers have pre-registered ‘just in case’ their supplier has not appointed an Only Rep.
There is also a lot of confusion over appointing Only Reps after the end of pre-registration and also
the concept of late pre-registration to cover new supply routes. Note that it is possible to appoint a
new Only Rep (and dismiss an existing one that may not be performing as required) and that there

are many ways of justifying late pre-registration.

Since 1 December, the pre-registration portal has been closed and is not expected to re-open
until January. ECHA are also closing for 2 weeks over Christmas (they need the holiday); this does

not affect late pre-registration as this can be done after supply has started.

There are still discussions within certain business sectors concerning definitions of articles,
mixtures, SVHC, and so on. These discussions will continue for some time with specific organisations,

but generic answers will be added to the FAQ section of ECHA web-site.

The question of whether non-EU downstream users had the same status as EU customers of
EU suppliers was raised; it was considered during the meeting that EU suppliers did have a duty of

care to non-EU customers, and although there was no explicit text in the legal documents to state this,
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it was implicit in a number of statements. Clarification has also been sought from other groups and it
appears that the non-EU customer does have the right to receive hazard information and risk
management recommendations from the EU supplier. There is no obligation to provide the SDS or
label in a non-EU language, but there is an obligation to ensure that customers do receive sufficient

information to manage risk and that the non-EU customer should not be discriminated against.

Industry support identified
During discussions, areas where support may be required for industry were identified; some of these

are itemised below.

SDS Risk Management Measures library

It is stated in the guidance documents that a ‘risk management measures’ (RMM) library will
be established to assist in the production of SDSs and to ensure some consistency within industry.
Despite enquiries through various possible sources of information, little is known about the status of
the library; it is likely that the library will reflect GHS phrases, but what ever set of phrases are
decided upon, they will need translation. Legally, these need to be translated into the many official
languages of Europe, but to assist industry in non-EU states and to help ensure compliance with

internationally accepted SDSs, local translations will be necessary.

There is therefore a recognised need to translate the RMM library into Thai to both help those
exporting to the EU and to ensure that internal SDS and risk management are performed to

internationally accepted standards.

Exposure scenarios

It is already known that consortia of EU registrants are trying to harmonise Exposure Scenario
and will therefore be in a good position regarding the Chemical Safety Report. It could be of help to
Thai industry to provide templates and examples of Exposure Scenarios so that these can be
prepared themselves in-house, perhaps sharing experiences and generic text. To get Exposure
Scenarios set up by EU consultants may prove expensive, especially if each consultant works alone

without working with other suppliers of the same material.

Ideally, the SIEFs will work together, but if this is not satisfactory, groups of Thai suppliers

working in the same industry (eg textile chemicals, paints etc) can group together to share costs.

Use codes
Chapter r-12 of the technical guidance provides a number of use codes, formulation codes

and procedure codes. It is apparently possible to describe any chemical’'s use through just three of
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these generic codes. It is important that exporters to the EU understand these codes and that it is
realised that these are all that is required for a DU to supply to a registrant. Only if the substance is

potentially of very high concern will more detailed information on use be necessary.

If these can be translated to Thai it will obviously help those involved in EU trade. Guidance

may also be required to help understand this; it is not well presented and examples will help.

Standards
There was some discussion on whether standards could be set for industry to ensure
international compliance. By meeting the requirements of EU REACH, other international standards

would be more than met. Therefore, following REACH would be a good starting point.

Good Laboratory Practice is recognised by OECD member states, but the need for GLP is
limited to environmental and toxicological testing, There is no specific need for GLP for chemistry or
analytical services and the effort to be GLP recognised may not be worth the effort for the chemistry

services alone.

Other standards such as ISO are perhaps more relevant.

Analysis service
All registrants will need to demonstrate that their substance is what they claim it to be. This

will involve a number of basic analytical and physico-chemical endpoints, including the following tests:

NMR, IR, UV-Vis spectra
Chromatography, including HPLC, GC (including combinations with MS)

Simple physical endpoints such as melting point / boiling point (DSC analysis)

The purpose of these services is to ensure that substances from different sources are
‘equivalent’ for purposes of sharing a registration within a SIEF. A brief outline of these studies are

presented below.

The initial evaluation of the substance is essential for all those registering a chemical
substance and who need to demonstrate that their substance has the same identity and purity as
other members of the SIEF or those who have already registered — to file an Inquiry to ECHA, basic

substance identity details are required. PPORDs also need such analysis.
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The purpose is to provide evidence for the identity of the substance by spectral analysis, typically
IR, UV-Vis, NMR or MS. Even in cases where it is not possible to interpret the results fully, the spectra

will at least provide a ‘fingerprint’ for future reference.

Chromatography and other analysis allow for qualitative and quantitative methods to confirm
identity and purity. These include including (HP)LC, GC, MS, X-Ray diffraction etc. The analysis must be
sufficient to demonstrate that the substance you are registering is equivalent to others in the same SIEF

who you are sharing the Registration with.

A number of physicochemical tests need to be performed to determine the characteristics of the
product and its safety under certain conditions. The data can also be used to help in the assessment of

environmental effects or decide on toxicity dosing methods.

Melting point/setting point is not a key study in terms of risk assessment but will help decide on
the appropriate method to use for flammability tests and provide valuable information regarding purity and
allow comparison between sources of the substance. DSC can be used instead of traditional observation
methods, which rely on heating and observing the stages of transition from solid to liquid. Direct
observation on heating is still of interest as certain processes such as colour change give important
information regarding thermal stability; if a white solid melts and then cools back to a brown solid, it is

good indication that it degraded.

The boiling point gives an indication of volatility subsequent vapour hazards or loss into the
atmosphere. Traditional methods rely on heating a substance and observing the start of boiling, although
DSC is now a more favoured method. DSC can also indicate decomposition events or transition changes

in impurities.

Physical hazard testing based on EU Methods A9 to A17 cover flash point (liquids or low melting
point solids; applicable for preparations), flammability, autoflammability, oxidising and explosivity methods.
Depending on the physical properties of the substance, a number of these need to be performed for
Registration and also to allow correct classification under UN transport regulations and are universally

accepted for classification to cover transport by air, sea and road.

The key studies are flammability of liquids and solids, A9 and A10; the other studies can often be
predicted based on chemistry and observations during production and use. These use relatively

inexpensive equipment and can be performed with minimal training.
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Other studies may also be of interest, but these ones described will provide valuable tools to

help with initial substance identity and transport labelling.

SIEF support
A politically important part of REACH is to ensure that there is no duplication of animal testing.
All potential registrants have therefore been invited to pre-register to make use of a phase period

before the full registration is required.

There is a high risk that those not fully familiar with REACH requirements, especially technical
test data, will be ‘bullied’ by large companies into paying to a share of work that this not needed by
the smaller importer. It is important that there is an independent service to help such suppliers to
ensure that they only pay to work required and that if sharing data with others, they get a fair price for

data supplied.

Although many service providers in the EU will offering a support service, this will be
expensive. REACHReady are also planning an independent checking service, but to Thai suppliers, it

would be easier to have a local trusted contact to turn to for support.
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